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{12) Nutritional status.

{13) Feeding tubes. :

{14) Dehydration/fluid maintenarnce.

{15) Dental care.

{18) Pressure ulcers.

(17) Psychotropic drug use.

{18) Physical restraints.

{g) Criteria for CMS approval of alter-
nate instrument. To receive CMS ap-
proval, a State's alternate instrument
must use the standardized format, or-
ganization, item labels and definitions,
and instructions specified by CMS in
the latest issuance of the State Oper-
ations Manual issued by CMS (CMS
Pub. 7).

(h) State MDS collection and data hase
requirements. (1) As part of facility sur-
vey. responsibilities, the State must es-
tablish and maintain an MDS Data-
hase, and must do the following:

(1) Use a system to collect, store, and
analyze data that.is developed or ap-
proved by CMS,

(i) Obtain CMS - approval before
medifying any parts of the CMS stand-
ard system other than those listed in
paragraph (h)(2) of this section (which
may not be modified).

{(iii) Specify to a facility the method
of transmission of data to the State,
and instruct the facility on this meth-
od,

(iv) Upon receipt of data from a facil-
ity, edit the data, as specified by CMS,
and ensure that-a facility resclves er-
rors.

(v) At least monthly, transmit to
CMS all edited MDS records recelved
during that period, according to for-
mats specified by CMS, and correct and
retransmit rejected data as needed.

{vl) Analyze data and generate re-
ports, as specified by CMS.

(2) The State may not modify any as-
pect of the standard system that per-
tains to the following:

(i) Standard approvable RAI criteria
specified in the State Operations Man-
ual issued by CMS {CMS Pubk. 7) (MDS
item labels and definitions, RAPs and
utilization guidelines).

{ify Standardized record formats and
validation edits specified in the State
Operations Manual issued by CMS
(CMS Pub. 7).

(iif) Standard facility encoding and
transmission methods specified in the

§483.350

State Operaticns Manual
CMS (CMS Pub. 7).

(i) -State identification of agency that
collécts RAT data, The State must iden-
tify the compenent agency that col-
lects RAI data, and ensure that this
agency restricts access to the data ex-
cept for the following:

(1) Reports that contain no resident-
identifiable data.

(2} Transmission of data and reports
to CMS.

(3 Transmission of data and reports
to the State agency that conducts sur-
veys to ensure compliance with Medi-
care and Medicaid participation re-
quirements, for purpcses related to this
function. )

{4) Transmission of data and reports
to the State Medicaid agency for pur-
poses directly related to the adminis-
tration of the State Medicaid plan.

(5) Transmission.of data and reports.
to other entities only when authorized
as'a routine use by CMS.

() Resident-identifiable data. {l1) The
State may not release information that
is resident-identifiable to the public.

(Z) The State may not release RAI
data that is resident-identifiable ex-
cept in accordance with a written
agreement under which the recipient
agrees to be bound by the restrictions
described in paragraph (i) of this sec-
tion.

issued by

[62 FR 67212, Dec. 23, 1997]

Subpart G—Condition of Partici-
pation for the Use of Resiraint
or Seclusion in Psychiatric
Residential Treatment Facili-
ties Providing Inpatient Psy-

chiatric Services for Individ-
uals Under Age 21
SOURCE: 66 FR 7161, Jan. 22, 2001, unless

otherwise noted.

§483.850 Basis and scope.

(a) Statutory basis. Sections 1905(a) (16)
and (h) of the Act provide that inpa-
tient psychiatric services for individ-
uals under age 21 include onlty inpa-
tient services that are provided in an
institution {or distinct part thereof)
that is a psychiatric hospital as definad
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§483.352

in section 1861(f) of the Act or in an-
other inpatient setting that the Sec-
retary has specified in regulations. Ad-
diticnally, the Children’s Health Act of
2000 (Pub.. L. 106-316) imposes proce-
dural reporting and training require-
ments regarding the use of restraints
and .involuritary seclusion in facilities,
specifically including . facilities that
provide -inpatient psychiatric services
for -children urnder the age of 21 as de-
fined by sections 1905(a)(16) and (h) of
the Act. .

(b} Scope. This subpart imposes re-
guiréments regarding the ‘use of re-
straint or seclusion in psychiatric resi-
dential treatment  facilities, that are
not hospitals, providing inpatient psy-
chiatric services to indlwduals under-
age'21;

§483 352 Defmltlons

For purposes of thls subpart the fol—_

lowing definitions apply:

-Drug used as -a -restraint means - any
drug that—

(1) Is administered to manage a resi-
dent's behavior in a way that reduces
the safety risk to. Lhe resident or oth-
ers;

(2) Has the tempmary effect of re-
stricting - the resident’s freedom of
movement; and

(3} Is not a standard treatment for
the resident’s medlcal or psychlarnc
condition.

Emergency safety interventmn means
the use of restraint or seclusion as an
immediate response to an EMmergency
safety sttuation.

Emergency safety situation means un-
anticipated - resident = behavior that
places the resident or others at sertous
threat of violence or injury if no inter-
vention occurs and that calls for an
emergency safety intervention as de-
fined in this section.

Mechanical restraint means any device
attached or adjacent to the resident’s
body that he or she cannot easily re-
move that restricts freedom of move-
ment or ncrmal access to his or her
body.

Minor means a minor as defined
under State law and, for the purpose of
this subpart, includes a resident who
has been declared legally incompetent
by the applicable State court.

42 CFR Ch. IV (10-1-05 Edition)

Personal restraint means the applica-
tion of physical force without the- use
of any device, for the purpcses. of re-
straining the free movement of a resi-
dent’s body. .The term personal re-
straint does net include briefly holding
without undue force a resident in order
to calm or comfort him or her, or hold-
ing a resident's hand to safely escort a
resident from one area to another.

Psychiatric Residential Treatment Fa-
cility means a facility other than a hos-
pital, that provides psychiatric sefv-
ices, as described .in subpart D.of part
441 of this chapter, to individuals under
age 21, in an inpatient setting, :

Restraint "means’ a " ‘'personal re-
straint' “mecharical 'res't'raint,",: or

“drug used as a restramt -as defined iy
this section. - : R

Seclusion means the involuntary con-
'fmement of aresident alone in & room
or an area from-which the res:adent is’
physmally prevented from leaving. .

Serious injury means any significant
1mpa1rment of the physical condition
of the resident as determined by guali-
fied medical personnel. This Includes,
but is not limited to, burns, lacera-
tions, 'bone fractures, substantial he-

matoma, and. injuries to internal or-

gans, whether self-inflicted or mfhcted
by someone else.

Staff means those individuals with re-
sponsibility for managing & resident's
health .or participating in.- an emer-
gency safety intervention and who are
employed by the facility on a full-time,
part-time, or contract basis.

Time out means the restriction of a
regident for a period of time to a des-
ignated area from which the resident is
not. physically prévented from leaving,
for the purpose of providing the resi-
dent an opportunity to regain self-con-
trol.

[66 FR 7161, Jan, 22, 2001, as amended at 66
FR 28116, May 22, 2001]

§483.8354 General requirements for
psychiatric residential treatment
facilities.

A psychiatric residential treatment
facility must meet the requirements in
§441.151 through §441.182 of this chap-
ter.
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§483.356 Protectio_n of residents.
(a) Restraint “arid séclision  policy for

the protection of regidents.” (1) Each resi- -

dent has the right to be free from re-
straint or seclusion, of any form, used
as'a means of coercion, chsc1p1me con-
venience, or rétaliation.

(2) An order for restraint-or seclusmn
must hot be'written as a standing order
or on an as-needed basis.

{3) Restraint or seclusion must not

result-in harm or injury to the res1der1t

and must be used only-— """

{i). To- ensure .the safety of the resi- °

dent or others during an émergency
safety sttuation; and .

(if) Until the emergency safety s1tua-
tion has ceased and the resident's safe-
ty and .the safety of.others can be én-
sured, even if the restraint or seclission
order.has not expired.

(4). Restraint and Secluswn must not
be used: 51multaneously

by Emergency safety 1ntervent1on AT
ermergericy safety 1ntervent1on must be

performed  In "a ‘manner that is safe,

proportlonate, and appropriate to the
severity of the behavior, and the resi-
dent's - chronological -
mental age; size; - gender; physical,
medical, and psychiatric condition; and
personal history (including any history
of physical or sexual abuse}.

(c) Notification of facility policy. AL ad-
mission, the facility must— -

(1) Informi both the: 1ncom1ng-1‘“'es1dent
and, in the case of-a minor, the resi-
dent’s parent(s} or legal guardian(s} of
the facility's policy regarding the use
of restraint  or seclusion during an
emergency safety situation that may
occur- while the resident is in the pro-
gram,; .

(8) Communicate 1ts restramt and se-
clusion policy in a language that the
resident, or his or her parent(s) or legal
guardian(s) understands (including
American Sign Language, if appro-
priate} and when necessary, the facility
must provide interpreters or trans-
lators;

(3) Cbtain an acknowledgment, in
writing, from the resident; or in the
case of a minor, from the parent(s) or
legal guardian(s) that he or she has
been informed of the facility's policy
on the use of restraint or seclusion dur-
ing an emergency safety situation.

“and: - dévelop- -

§483.358

Staff must file this acknowledgment in
thé resident’s record; and.

{4y Provide a copy of the facility pol-
icy to the resident and in the case of a
minor, to the resident 5 parent(s) or
legal guardian(s). - i

(d) Contact mformatmn The fac111ty s
policy must provide contact informa:-
tion, including the phore number and
mailing address,

State’ Protectlon and Advocacy organi- -
zation. :

§483 358 Orders  for the use of re-
. straint or seclusion.:

{a) Orders for restraint or seclusmn
must be by’ a physiciar, or other li
censed practitioner  p&rmitted by the
State and ‘the ‘facility to order ra-
straint or seclusion and trained in the
use of emergency safety interventions,
Federal regulations at 42 CFR . 441.151
require that thpatient psychlatrlc Serv-
ices for recipients.under age 21 be pro-
vided under- the direction of-a phy51—
cian.

(b) If the resident's treatment team
physician is ‘available, only he.or she

.can order restraint orseclusion.

{c} A physician eor other licensed
practitioner permitted by the state and
the facility to order restraint or seclu-
sion must order the least restrictive
emergency safety intervention that is
most likely to be effective in resolving
the emergency safety situation-based
on consultation with staff.

{d) If the order for restraint or seeluf
sion is verbal, the verbal crder must be
recelved by a registered nurse or other
licensed staff such as-a licensed prac-
tical nurse, while the emergency safety
intervention is being initiated by staff
or Immediately after the emergency
safety situation ends. The physician or
other licensed practitioner permitted
by the state and the factlity to order
restraint or seclusion must verify the
verbal order in a signed written form in
the resident’s record, The physician or
other licensed practitioner permitted
by the state and the facility to order
restraint or seclusion must be avail-
able to staff for consultation, at least
by telephone, throughout the period of
the emergency safety intervention.

(e} Each order for restraint or seclu-
sion must:
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§483.360

(1) Be limited to no longer than the
duration of the emergency safety sﬂ:ua—
tion; and

(2) Under no circumstances exceed 4'

hours for residents ages ‘18 to 21 2
hours for residents ages 9 to 17; or 1
hour for residents under age 9. -

() Within 1 hour of the initiation of
the emergency safety intervention a
physician, or - other 7licensed practi-
tioner trained in the use of emergency
safety interventions and permitted by
the state and the facility £o assess the
physical..and psychological well being
of residents, must conduct a face-to-
face assessment of the physical and
psychological well being of the resi-
dent, inciuding but not limited to-—

(1) The resident’s physical and psy-
chological status;

(?) The resident’s behavior;

(3) The appropriateness of the inter-
vention measures) and

(4} Any complications resulting from
the intervention.

(g) Each order for restraint or seclu-
sion-must include—

(1) The name of the ordering physi-
cian or other licensed practitioner per-

mitted by the state and the facility to

order restraint or-seclusion;

(2) The date and time the order was
obtained; and

{3) The emergency safety interven-
tion-ordered, -including the length of
time for which the physician or other
licensed practitioner permitted by the
state and the facility to order restraint
or seclusion authorized its use.

(h}) Staff must document the inter-
vention- in the resident's -record. That
documentation must be completad by
the end of the shift in which the inter-
vention cccurs. If the interventicon does
not end during the shift in which it
began, documentation must he com-
pleted during the shift in which it ends.
Documentation must include all of the
following:

(1) Each order for restraint or seclu-
sion as required in paragraph (g} of this
section.

{(2) The time the emergency safety
intervention actually began and ended.

(3) The time and results of the 1-hour
assessment required in paragraph () of
this section.

42 CFR Ch. IV (10-1-05 Edition)

{4 The emergency safety situation
that regquired the résident to be re-

strained or put in secliision,

{5 The name of staff involved in the
emergeficy safety intervention.

(1) The facility must maintain a
record of each.emergency safety situa-
tion, the interventions used, and, their
outcomaes.

() The physician or other licensed
practitioner permitted by the state and
the facility to order restraint or seclu-
slon'must'sign the restraint or seclu- -
slon order in the resident’s record as,
saon as possﬂﬂe )

(68 FR 7161, Jan, 22, 2001, as amended at 5
FR 28116, May 22, 2001]

§483. 360 Consultatmn with treatment
team physlclan

If a phy51c1an or other 11cen5ed prac-
titioner permitted by the state and the
facility. to-order restraint or seclusion
orders the use of restraint or seclusion,
that person must contact the resident’s
treatment team physu:mn uriless the
ordering physician is in fact-the resi-
dent's treatment team physician. The
person ordermg the use of restraint ‘or
seclusion must—

{a) Consult with the resmlent s treat-
ment téam physician ag scon as pos-
sible and inform the tearn physician of
the emergency safety situation that re-
guired the resident to be restrained or
placed in seclysionsand -

(b} Document in the resident's 1ecord
the date and time the team phymman
was consulted.

[66 FR 7161, Jan, 22 2001, as amended at 6§
FR 28117, May 22, 2001}

§483.362 Monitoring of the resident in
and immediately after restraint,

(a) Clinical staff trained in the use of
emergency safety interventions must
be physicaily present, continually as-
sessing and monitoring the physical
and psychological well-being of the
resident and the safe use of restraint
threughout the duration of the emer-
gency safety intervention. ]

(b) If the ermnergency safety situation
continues beyond the time limit of the
order for the use of restraint, a reg-
istered nurse or other licensed staff,
such as a licensed practical nurse,
must immediately contact the ordering
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physician or other licensed practi-
tioner permitted -by thé state. and the
facility to order restraint or seclusion
to receive further instructions. )

(c) A physician, or other licensed
practitioner permitted by the stdte and
the facility teo evaluate the resident’s
wellibeing and trainéd in the use of
emergency safety interventions, must
evaluate the resident's well-being im-
mediately ‘after the restraint is re-
moved.

[66 TR 7161, Jan. 22, 2001, as amended at 66
FR 28117 May 22 20[]1]
§483. 364 Monltonng of the remdent in
and immediately aftéer seclusion.
(a} Clinical staff, trained in the usé of

emergency safety Interventions;- must -
finme:”

be Bhysically’ present in or
diately outside the seclusion room,
continually assessing, monitoring, and
evaluating - the physical and . psycho:

logical well-being ¢f the resident’in se<

clusion.” Video moenitoring dDDS not
meet this requirement.

{b) A 'room used for seclusion must—

{1) Allow staff full view of the resi-
dent in all areas of the room; and

" (2) "Be free of potentially hazardous
conditions such as unprotected -light
fixtures and electrical outlets.

(¢) If the emergency safety situation
continues beyond the time limit of the
order for the use of seclusion, a reg-
istered nurse or other licensed staff;
" such -as -z licensed " practical “nurse,
must immediately contact the ordering
physician eor other licensed @ practi-
tioner permitted by the state and the
facility to order restraint or seclusion
to receive further instructions.

(d) A physician, or other licensed
practitioner permitted by the state and
the facility to evaluate the resident’s
well-being and trained in the use of
emergency safety interventions, must
evaluate the resident's well-being im-
mediately after the restdent is removed
from seclusion.

66 FR 7161, Jan. 22, 2001, as amended at 66
FR 28117, May 22, 2001]

§483.366 Notification of parent{s) or
legal guardian(s).
If the resident is a minocr as defined
in this subpart:
{a) The facility must notify the par-
ent(s) or legal guardian(s) of the resi-

§483.370

dent who has been restrained or placed
in seclusion as soon as possible after
the Initiation of each-emergency safety
intervention. .

{b) The facility fust document in the
resident's record that the parent{s) or
legal guardian(s). has been notified of.
the emergency safety intervention, in-
cluding the date and time of notifica-
tion. and the name of the.staff person
providing the notification.

§483.368 . Application of time out:

+(a) ‘A resident.in time out-must never
be physically prevented from leaving
the time out area.

(b) Time out may take. place away
from the area-of activity or from other
residents, such as in the resident's
room (exclusicnary), or in the area of
activity or other - residents
{inclusionary). :
(o} 'Staff must momLor ‘the resident
while he or she is in time out. ..

§483.370 Postinterventibn debriefings.

(&) Within 24 hours after the use of
restraint or seclusion, staff involved in
an emergency safety intervention and
the resident must.have a face-to-face
discussion. This disclission must "in-
clude all staff involved in the interven-
tion except when the presence of a par-
ticular staff person may jeopardize the
well-being of the resident. Other staff
and ‘the resident’s parent(s) or legal
guardlan(s) may participate in the
disussion when it ‘is deemed appro-
priate by the facility. The facility
must conduct such discussion in a lan-
guage that is uriderstocd by the tesi-
dent’s parent(s) or legal guardian(s).
The discussion must provide both the
residént and staff the opportunity to
discuss the circumstances resulting in
the use of restraint or seclusicn and
strategies to be used by the staff, the
resident, or others that could prevent
the future use of restraint or seclusion,

{b) Within 24 hours after the use of
restraint or seclusion, all staff involved
in the emergency safety intervention,
and appropriate supervisory and ad-
ministrative staff, must conduct a de-
briefing session that includes, at a
minimum, a review and discussion of—
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§483.372

() The emergency safety situation
that required the intervention, includ-
ing a discussion of the precipitating
factors that, led up to the intervention;

(2) Alternative techniques that might
have prevented the use of the restraint
or seclusicn;,

(3). The procedures if any ‘that staff
are to implement to prevent any recui-
rence of the use of restraint or ssclu-
ston; and )

{4) The outcome of the 1ntervent1on
including any Injuries that may have
resulted from the use of res’cramt or se-
clusion: :

{(c) Staff must document m the resi-
dent's record that both debrlefmg ses-
sions fook place and must include in
that documentation the names of staff
who were present for the debriefing,
names of staff that were excused from
the debriefing, and. any changes to the
resident’s  treatment -plan that Tesult
from the debr’ 1ef1ngs .

§ 483, 372 Medlcal treatment for inju-
ries resulting from an emergency
safety 1ntervent10n.

(2) Staff must immediately obtain
medical treatment from qualified med-
ical personne] for a resident injured as
a result of an emergency safety inter-
vention, )

(b) The psychiatric residential treat-
ment. facility must have affiliations or
written: transfer -agreements .in-effect
with one or more hospitals approved
for participation under the Medicaid
program that reasonably ensure that—

(1) A resident will be transferred
from the facility to a hospital and ad-
mitted in. a timely manner when a
transfer is medically - necessary for
medical care or acute psychiatric care;

@) - Medical and other information
needed for care of the resident in light
of such a transfer, will be exchanged
between the institutions in accordance
with State medical privacy law, includ-
ing any information needed to deter-
mine whether the appropriate care can
be provided in a less restrictive setting;
and

(3) Services are available to each
resident 24 hours a day, 7 days a week.

{c) Staff must document in the resi-
dent's record, all injuries that occur as
a result of an emergency safety inter-

42 CFR Ch. 1V (10-1-05 Edlition)

vention, including injuries to staff re-
sulting from that intervention. - :

(d) Staff involved in an emergency
safety intervention that results in an
injury to a resident or staff must meet
with supervisory staff and evaluate the
circumstances that caused the injury
and develop a plan to prevent future in-
Jurles

§483.874 Facz.hty reportlng

(a) Attestation of fac111ty comphance
Each psychiatric residential treatment

. facility that provides inpatient psy-

chiatric services te individuals -under -
age 21 must attest, in writing, that the
facility. is in compliance with CMS’s
standards governing .the use. of  re-
straint and seclusicn. This attestation
must be signed by the facility director.
(I} A facility with a current provider
agreement with the Medicaid agency
must provide 'its  attestation. toithe
State Medicaid agency by July 21, 2001
(2) A facility enrolling.as a Medicaid
provider must meet this fequirement
at the time it executes a prowder
agreement with the Medicaid agency.
- (b) Reporting of serious .occurrences,
The facility must report each serious
occurrence to both the State Medicaid
agency and, unless prohibited by State
law, the State-designated Protection
and Advocacy system. Serious occur-
rences that must be reported include a

‘resident’s death: a serious injury to a

resident- as -defined in §483.352 «of this
part, and a resident’s suicide attempt.,

{1} Staff must report any serious oc-
currence involving a resident to both
the State Medicaid agency and the
State-designated Protection and Adve-
cacy system by no later than close of
business the next business day after a
serious cccurrence. The report must in-
clude the name of the resident involved
in the serious cccurrence, a description
of the occurrence, and the name, street
address, and telephone number of the
facility.

{2} In the case of a minor, the factlity
must notify the resident's parent(s) or
legai guardian(s) as soon as possible,
and in no case later than 24 hours after
the sericgus occurrence.

{3) Staff must document in the resi-
dent’s record that the serious occur-
rence was reported to both the State

558




Centers for Medicare & Medicaid Services, HHS

Medicaid agency and the State-des-

. ignated Protection and Advocacy sys-
tem, Including the name of the person
to whom the incident was reported. A
copy of the report must be maintained
In the resident's record, as well as in
the inhcident and accident report logs
keépt by the facility.

(¢) Reporting of deaths. In addltlon to
the reporting requirements contained
in paragraph (b) of this section, facili-
ties must report the desdth of any resi-
dént “to the Céntérs for- Medicare &
Medicaid Services (CMS) régional of-
fice. .

resident to the CMS regional officé by
nolater than ¢lose of busingss the next
busingss day after the resident's death,

{2) .Staff must.document in the resi-

dent’s record that the death was re-
ported to the CMS reglonal office.

[SG FR ‘7161, Jan. 22, 2001, as amended at 66
FR 28117 May 22, 2001}

$483.376" Education and tralnnlg

(&) The fac111ty must require staff to
have ongoing education, training, and
demonstrated knowledge of—

(1) Techniques to identify staff and
resident behaviors, events,: and envi-
ronmental factors that may trigger
emergency safety situations;

{2} The use of nonphysical interven-
tion skills, such as de-escalation, medi-
ation conflict resclution, active listen-
ing, "and  verbal and observational
methods, to prevent emergency safety
situations; and

(3) The safe use of restraint and the
safe use of seclusion, including the
ability to recognize and respond to
signs of physical distress-in residents
who are restrained or in seclusion.

(b) Certification in the use of
cardiopulmonary resuscitaticn, includ-
ing periodic recertification, is required.

{c) Individuals who are qualified by
education, training, and experiernce
must provide staff training.

(d) Staff training must include train-
ing exercises in which staff members
successfully demonstrate in practice
the techniques they have learned for
managing emergency safety situations.

(@) Staff must be trained and dem-
onstrate competency before partici-
pating in an emergency safety inter-
venticn,

1) Staff must report the death of any '

§483.405

) Staff must demonstrate their
competencies as specified in paragraph
(@) of this section on a semiannual
basis and their competencies as speci-
fied in paragraph (b} of this sectlon on
an annual basis,

(g) The facility must document in the
staff personnel records that thé train-
ing and demonstration of competency
were  successfully completed. 'Docu-
mertation must include the date train-
ing was completed and the name ¢f per-
sons certifying the completmn of tra1n~
ing.

(h) All training programs and mate-
rials used by the facility must be avail-
able for review by CMS, the State Med-
icaid ‘agency, and- the State survey
agency. : .

Subparf H [Reserved]

Subpart I—Conditions of quﬁcipd-
fion for Intermediate Care Fa-
cilities for the Menicﬂly Re- -
tarded

SOURCE: 53 FR 20496, Juns 3 1988, .unless
otherwise noted. Redemgnated at 56 FR 48918,
Sept, 26, 1991,

§483.400 Basis and purpose.

This subpart implements section 1805
(c) and (d) of the Act which gives the
Secretary authority to prescribe regu-
latioris for intermediate care facility
services in-facilities for the mentally
retarded or persons with related condi-
tions.

§ 483,405 Relatmnshlp to other HHS
regulations,

In addition to comphance w1th the
regulations set forth in this subpart,
facilities are obliged to meet the appli-
cable provisions of other HHS regula-
tions, “including but not limited to
those pertaining to nondiscrimination
on the basis of race, color, or national
origin (45 CFR Part 80), nondiscrimina-
tien on the basis of handicap (45 CFR
Part 84}, nondiscrimination on the
basis of age -(45- CFR Part 91), protec-
tion of human subjects of research (45
CFR Part 46), and fraud and abuse (42
CFR Part 455), Although those regula-
tions are not in themselves considered
conditions of participation under this
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